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stibmitted by

SISS Inc. (d.b.a. McdiSISS)
P.O. 2060

723 Curtis Court
Sisters, OR 97759

Phone: (800)-860-9482
Fax: (541) 549-4527

Eraall: mabark cr(ai MediS I S S.com

Contact Person: Mary Ann Barker
Device Trade Namnes: Reprocessed Electrosurgical Instruments and Accessories

Coeinion Namnes: Reprocessed Elect rosurgical Instruments and Accessories
Classification Names: Electrosurgical. Cutting and ('oagu1ation and Accessories

Classification and Code: CTR §878.4400. GEl

Identification of a Legally Marketed Predicate Device

'h h, SISS Inc. (d.h.a. MediSISS) Reprocessed Electirosurgical Instruments are substan-
jial l equivalenttol tlhe eIectrosurgicalI instruments manul'actured bN:

Ethicon
t .S.Surgical

These devices arc legal 'ly marketed and distributed pursuant to 5 1 0(k)'s K984240,
K951589, and K934784 and the counterpart devices friom the original manufacturers.

Ihev are also similar to the reprocessed elec'trosurgical instruments and accessories
reprocessed by Alliance Corporation and legally marketed and distributed pursuant to,
K01 2625. Likewise, StcrilMed., Inc. Reprocessed Lparosc/opic Electric histroum/ents: -
510(k) KO 1 25t8: and Vanguard Medical Concepts, Inc 1"(1'i,'iurd Re/,rocscx.Yedl Ewlo-
CwOpic Inswirnmews/tl 510(k) KO 1 2700.

Device Description

Reprocessed l-ilectrosurgical Instruments Ina\; consist of hatd-manipulated devices with
eleclrocautery capability and with or without rolation capability.

The distal end of the Ft hicon device consists of a scissor distal end conliguralion. The
[r.S Surgical device consists ot a dissector distal end confi-uration. The devices are de-
signed to be inserted through an appropriately siued trocar s leeve or cannuIa. The end-
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effectors are operated by the handpiece handle. The ring handles may be designed to be
suppressed and released to activate the instruments end-effector.

The device's insulated shaft may be designed to (depending on tile device model and
type) be rotated (up to 3600) elther direction (using a knob on tile handle.)

Intended Use

The SISS Inc. (d.b.a. MediSISS) Reprocessed clectrosurgical instrunIents have applica-
tions in a variety of minimally invasive surgical procedures to manipulate and manage
internal soft tissue by grasping, cutting, and/or to facilitate coagulation, transection, resec-
tion. mobilization, and dissections of tissue.

Functional and Safety Testing

Reprocessed Instrument samples underwent bench lesting to demonstrate appropriate
functional characteristics. Process validation testing was done to validate the cleaning and
packaging and stlrilization procedures. In addition, the manufacturing process includes
visual and functional testing of all products produced.

Summary of Technological Characteristics

The intended use and technological features of the reprocessed devices do not diffbr from
the legally' marketed predicate device(s). Both the reprocessed devices(s) and the predi-
cate device(s) have the same materials and product design. There are no changes to the
claims, intended use, c linica l applications, patient polpulations. performance specifica-
tions. or mtchiods of operation. The technological characteristics of the reprocessed eclc-
trOsurLgical devices are the same as those of the legally marketed predicate devices. The
tcchnological characteristics of the reprocessed electrosurgical device(s) are the same as
those of tie legally marketed predicate devices. In addilion the MCdiSSISS '' ' manufictlur-
ing proccss includes 100 % v isual and mechanical testing of all products prior to packag-
in,. labeling. and sterilization.

Summary of Performance Data

Perfoinrance data demonstratcs thai the Reprocessed Instruments perlorin as origina lly
intended.

The SISS Inc. (d.b.a. MediSISS) Reprocessed F lCctrosurgical Instruments comply with
the following standards, practices, and uLidance's:

, ANSI/AANIIS() I 1 135-It994. Ai,'cdical f)vi-icc'x-- lithilioli and RoItine
C Oiflt'1(!~ f)/Alhi/O(ll(' ().Vhl 1('N&I'i/izuI~ton

* ANSI'AAMfI/IS() 10()3-7:1995, [iLohluic-a fVfl'hili(oll (/ Afi/'(i'tl/ /e-
vi( CX~ --- l~r(n' 7.' tI)h /uiw ~).xi/ .S~'lriliJu/irml lY'jdirl/.x'

* ,\NSIAAMIOI,"() 1(993-l: 1997 (1990 Ldition). /io/o'gir'I/Eulual'()l
AMc~diu/ lI)cvic'' i i'! I.' Eial/talioH 11 7.$in / T .,i.
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MediSISSIM Reprocessed Electrosurgical Instruments undergo mechanical testing to
demonstrate that the parts do not change in imnction. Process validation testing was done
to validate the cleaning and sterilization procedures as well as the device's packaging.

Cleaning, sterilization, and packaging validations. functional/perfbrmance testing, (prod-
uct certification,) and (biocompatibility) testing demonstrate that the devices are equiva-
lent and continue to be safe and effective for their intended use.

Representative samples of reprocessed electrosurgical instruments underwent bench test-
ing to demonstrate appropriate functional characteristics. Process validation testing was

done to validate the cleaning and sterilization procedures as well as the device's packag-
ing. In addition, the manuflacturing process includes visual and functional testing of all

products produced.

Substantial cquivalcnce has been established with respect to intended use, design. energy
used or delivered, materials, pertormance. sa fety. cfectiveness, labeling, biocompatibil-
ity. standards, and other applicable characteristics. The SISS Inc. (d.b.a. MediSISS)
R eprocessed Ilectrosurgical Instruments arc therefore substantially equivalent to the
identifl'ed predicale devices.
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Conclusion

Since tile Reprocessed Electrosurgical Instruments meet tile requirements of the stated

standards and embody technological characteristics substantially equivalent to the predi-

cate device. we believe the device is sal? and effective and performs as well as or better

than the predicate device. The Reprocessed Electrosurgical Instruments will be reproc-

essed per specifications and QSR good manufacturing practices that ensure the device is

safe and effective for its intended use.

The reprocessed device have the:

· same intended use as the predicate: and

· has the same technological characteristics as the predicate device

· and can meet the same performance standards as the predicates

In accordrance with the F cderal Food, D[ruIg, and Cosmetic Act, 21 ('FR Part 807 and

based on the information provided in this Premarket notification. SISS Inc. (d.b.a.

MediSISS) concludes thaait thle modified devices (Reprocessed Flectrosurgical lnstru-

ncins} are salfe, cff'cti]e and substantially cquivalent to the predicate devices described

h e re in.

lBascd on the intorination provided herein, the 5 I0(k))"Substantial Fquivalence" Decision

Making Process C(hart, and the F::[)A -551 0(k) Guidance Documenl for General Surgical

FlecClrosurgical DCvicCs" 5:10.'95 wc conclude that the 5155 Inc. (d.b.a. MediSISS) re-

processed electrosurrical instruln1ents are ssubstantiallv equnivalent to the predicate devices

Undler the Federal Food and D)rug. and (Cosmetic Act.

This conclusion is based ulpon thc (1e ices' siml ilaritics in functional design. materials.

indications for use, and methods of conslrutlCion.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate BoulevardDEC 2 4 2003 Rockville MD 20850

Surgical Instruments Service and Savings, Inc.
c/o Mr. Marc M. Mouser
Project Engineer, Medical Devices
Underwriters Laboratories, Inc.
2600 N.W. Lake Road
Camas, Washington 98607-8542

Re: K031869
Trade/Device Name: SISS Inc. Reprocessed Electrosurgical Instruments and Accessories
Regulation Number: 21 CFR 878.4400
Regulation Name: Electrosurgical cutting and coagulation device and accessories
Regulatory Class: II
Product Code: GEl
Dated: December 10, 2003
Received: December 12, 2003

Dear Mr. Mouser:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (301) 594-4659. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21 CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

Celia M. Witten, Ph.D., M.D.
Director
Division of General, Restorative

and Neurological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure
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SI 0(k) NUMIbCI (II' nkml\ n)

I)cvicc Namc: SISS Inc. (d.b.a. McdiSISS) Reprocessed [lCctrosureical Instruments and

Accessories.

Indications for Usc:

The SISS Inc. (d.b.a. MediSISS) Reprocessed electrosurgical instruments have applica-

tions in a varietv of minimally invasive surgical procedures to manipulate and manage

internal soft tissue by grasping, cutting, and/or to lacilitate coagulation, transection, resec-

tion, mobilization, and dissections of tissuC.

I'l.I ,\SIi I)( ) N( )' RI II II:J-)\VV TIls IS IINI -( )N I'It t. )N ANO(TIIIi PA,\: I1: NI:FI)!I)

('011C[trC11CC of(' )RI I. ( )fficc o0l )c icc lVialuatiof (()l)t~)

I,'cNCripliol Isc \ ' ( )e)lcr-Thc-('ountcr list

(Per1 'I (CI-' NO1.109
(Optional [:ornmat -2-9{~I

(Dlivi~,ion 5ien-Of'101)

:':i-siOno, Of '!. Restorative
-.' Neurol , Devices
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